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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed in this 
application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.114. Applicant's submission filed on 
February 21, 2006 has been entered. 

EXAMINER'S NOTES 

2. Claim 32 is non-compliant with 37 CFR 1.121, because the 
claim has been amended. Therefore, the identifier should be 
changed from "original" to ''currently amended" . 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 



The specification shall conclude with one or more claims particularly- 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 
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4. Claims 31, 32 and 34-36 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claims 32, 35, and 36, the limitation "the 
surface of the substrate" lacks antecedent basis because it is 
not understood if this limitation is referring to a particular 
surface of the substrate. If the limitation is referring to a 
particular surface of the substrate, it is not understood to 
which surface "the surface" refers. For examination purposes 
the surface of the substrate is considered the luminal surface 
of the substrate. 

Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published 
under section 122 (b) , by another filed in the United States before the 
invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the 
effects for purposes of this subsection of an application filed in the 
United States only if the international application designated the United 
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states and was published under Article 21(2) of such treaty in the English 
language . 

6. Claims 31, 32, and 34-36 are rejected under 35 
U-S.C. 102(b) as being anticipated by Fydelor et al (USPN 
4,377,010) . 

Regarding claim 31, Fydelor et al anticipate a medical 
device (see abstract) comprising a substrate constructed and 
arranged for insertion into a patient and having at least one 
luminal surface such as a catheter (col. 2, 1.26-27). The 
medical device further comprises a plurality of monomer 
molecules directly graft polymerized onto the surface of the 
substrate, forming a coating thereon, from a medium having 
reversed phase properties from the substrate, in terms of 
hydrophilicity (see abstract and col. 2, 1.38-51). The coating 
comprises at least one salt (col. 3, 1.4-10). The graft 
polymerization is thermally initiated by an organic free radical 
initiator, which organic free radical initiator is on the 
surface of the substrate prior to thermal initiation (col. 3, 
1.11-18). Furthermore, the limitation ''thermally initiated" is 
a process limitation and receives little patentable weight in an 
article claim. Fydelor teaches the same materials being grafted 
together and the use of the same photoinitiators taught in the 
instant specification as organic free radical initiators used to 
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in the graft polymerization. Therefore, structurally Fydelor 
teaches all of the claimed limitations and the fact that the 
organic free radical initiator present is irradiated by UV or 
visible light rather than heat is not germane to the 
patentability of the product, because the same product can be 
formed by multiple methods, absent the showing of unexpected 
results. Fydelor teaches that the graft polymerization is 
present on the surface of the substrate and therefore the 
initiator must be on the surface. The limitations "prior to 
thermal initiation" and ''at the time of thermal initiation" are 
process limitations and receive little patentable weight in an 
article claim. The presence of the organic free radical 
initiator on the surface of the substrate is a structural 
limitation, but the timing of when the initiator is placed on 
the surface is not germane to patentability of an article claim. 
Regarding claim 32, articles are defined by what the article is 
not what the article does. Merely stating that a catheter is a 
PTCA catheter, cardiology catheter, central venous catheters, 
urinary catheters, drain catheter, or dialysis catheter, is 
given little patentable weight because no structure is provided 
beyond that the medical device in the shape of a tube for 
forming a catheter. The medical device of Fydelor is a catheter 
used in living bodies so it meets the structural limitations of 
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claim 32. Regarding claim 34, the substrate has a lumen having 
both interior and exterior surfaces, since it is a catheter. At 
least a portion of both the interior and exterior of the lumen 
is coated with monomer molecules graft polymerized to the lumen 
surface, since the polymerization is on one or more of its 
surfaces (col. 2, 1.44-46). Regarding claim 35, Fydelor et al • 
anticipate a system for forming a graft polymerized medical 
device comprising a substrate constructed and arranged for 
insertion into a patient and having at least one luminal surface 
such as a catheter (see abstract and col. 2, 1.24-27). Fydelor 
et al further anticipate an organic free radical initiator 
capable of thermally initiating a graft polymerization reaction 
on the substrate to generate reactive radical sites on the 
surface of the substrate (see abstract and col. 3, 1.15-17). The 
catheter further comprises a composition comprising one or more 
monomers in a medium which has reversed properties to the 
substrate, in terms of hydrophilicity, and comprising at least 
one salt wherein the polymer graft polymerized is grafted 
directly onto the substrate and wherein the graft polymerization 
is thermally initiated by an organic free radical initiator on 
the surface of the substrate at the time of thermal initiation 
(see abstract and col . 3 , 1.4-18 and rationale regarding claim 
32) . Regarding claim 36, Fydelor et al anticipate a medical 
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device comprising a substrate constructed and arranged for 
insertion into a patient (col. 2, 1.16-28). A coating is applied 
to the substrate free of a binding component or a linking 
component comprising a plurality of monomer molecules directly 
graft polymerized onto the surface of the substrate form a 
medium having reversed phase properties relative to the 
substrate in terms of hydrophilicity (see abstract and rationale 
regarding claim 32) . 

7. Claims 31, 32, and 34-36 are rejected under 35 
U.S.C. 102(e) as being anticipated by Michal et al (USPN 
6,287,285) . 

Regarding claims 31 and 35, Michal et al teach a medical 
device (see abstract) comprising a substrate constructed and 
arranged for insertion into a patient and having at least one 
luminal surface such as a catheter (see abstract) and a 
plurality of monomer molecules directly graft polymerized onto 
the surface of the substrate from a medium having reversed phase 
properties from the substrate, in terms of hydrophilicity (see 
abstract) . In one embodiment, a hydrophilic compound is 
directly grafted onto a hydrophobic substrate (col. 5, 1.9-17). 
The medium comprises a salting agent such as potassium bromide 
or sodium chloride, which are potassium and sodium salts 
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respectively, which are considered salting agents as defined in 
the applicant's specification on Page 14 lines 4-8. The 
hydrophilic coating is also applied with an initiator or 
grafting component capable of initiating a graft polymerization 
reaction on the substrate, to generate reactive radical sites on 
the surface of the substrate (see abstract) , Michal teaches 
that the initiation of the graft-polymerization is initiated 
photoinitiators, which are organic free radical initiators, and 
are irradiated with UV or visible light, which inherently will 
produce at least a slight thermal increase (col..ll, 1.11-15). 
Furthermore, the limitation ''thermally initiated" is a process 
limitation and receives little patentable weight in an article 
claim. Michal teaches the same materials being grafted together 
and the use of the same photoinitiators taught in the instant 
specification as organic free radical initiators used to in the 
graft polymerization. Therefore, structurally Michal teaches 
all of the claimed limitations and the fact that the organic 
free radical initiator present is irradiated by UV or visible 
light rather than heat is not germane to the patentability of 
the product, because the same product can be formed by multiple 
methods, absent the showing of unexpected results. Michal 
teaches that the graft polymerization is present on the surface 
of the substrate and therefore the initiator must be on the 
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surface. The limitations "prior to thermal initiation" and "at 
the time of thermal initiation" are process limitations and 
receive little patentable weight in an article claim. The 
presence of the organic free radical initiator on the surface of 
the substrate is a structural limitation, but the timing of when 
the initiator is placed on the surface is not germane to 
patentability of an article claim. Regarding claim 32, the 
substrate is a guide wire or catheter such as a PTCA catheter 
(col. 5, 1.53-56), Regarding claim 34, the hydrophilic coating 
is added to all or part of the medical device including the 
interior and exterior surfaces (col.l4, 1.1-15). Regarding 
claim 36, Michal et al anticipate a medical device comprising a 
substrate constructed and arranged for insertion into a patient 
(see abstract and col.l, 1.10-14). The device further comprises 
a coating thereon, free of a binding component or a linking 
component, comprising a plurality of monomer molecules directly 
graft polymerized onto the surface of the substrate form a 
medium having reversed phase properties relative to the 
substrate in terms of hydrophilicity (col. 5,. 1.9-17). 
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ANSWERS TO APPLICANT'S ARGUMENTS 

8. Applicant's arguments regarding the 35 U.S.C. 102 
rejections of claims 31, 32, 34, and 35 as anticipated by 
Fydelor have been fully considered but they are not persuasive. 

In response to Applicant's argument that the there is not a 
showing of how Fydelor uses chemical initiators such as organic 
peroxides to arrive at applicant's invention, prior art is 
presumed to be operable /enabling. When the reference relied on 
expressly anticipates all of the elements of the claimed 
invention, the reference is presumed to be operable. Once such 
a reference is found, the burden is on applicant to provide 
facts rebutting the presumption of operability. See MPEP 2121. 
Fydelor expressly anticipates a medical device substrate having 
a graft polymerized coating on the surface, in which the coating 
has reversed phase properties from the substrate in terms of 
hydrophilicity and comprises at least one salt . Fydelor teaches 
that the initiation is preferably caused by ionizing radiations, 
but may also by initiated by heat and chemical initiators such 
as organic peroxides and other free radical initiators (col. 3, 
1.11-17). Therefore, Fydelor teaches the structural components 
of graft polymerization by heat or thermal initiated organic 
free radical initiators. Thus, the burden is on the applicant 
to provide facts rebutting the presumption of operability of 
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Fydelor reference. The prior art reference is not required to 
provide how the structural components are used in order to 
anticipate the article. 

9. Applicant's arguments regarding the 35 U.S.C. 102 
rejections of claims 31, 32, 34, and 35 as anticipated by Michal 
have been fully considered but they are not persuasive. 

In response to Applicant's argument that Michal cannot 
possible teach a device having at least one luminal surface that 
has the coating polymerized to it, the claims as currently 
presented do not require that the coating be present on the at 
least one luminal surface. The claims merely state that the 
device has at least one luminal surface and that the coating is 
applied on the surface of the substrate, but does not specify 
which surface of the substrate the coating is applied. 
Furthermore, Michal specifically teaches that the coating is 
polymerized to the inner surface of the catheter to facilitate 
displacement of objects, such as a guidewire, within a lumen of 
the catheter (col. 14, 1.10-13). In the same manner as presented 
above with regards to Fydelor, prior art is presumed to be 
operable/enabling. When the reference relied on expressly 
anticipates all of the elements of the claimed invention, the 
reference is presumed to be operable. Once such a reference is 
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found, the burden is on applicant to provide facts rebutting the 
presumption of operability. See MPEP 2121. 



Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Christopher P. 
Bruenjes whose telephone number is 571-272-1489. The examiner can 
normally be reached on Monday thru Friday from 8 : OOam-4 : 30pm. 

If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, Harold Pyon can be reached on 571-272-1498. 
The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http: //pair- 
direct .uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
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